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MSC CYTOGENETIC TESTING

policy

Mesenchymal stromal cells (MSC) are analysed for cytogenetic abnormalities, which may be inherent to the donor or develop in prolonged culture. 

Purpose and scope

Analysis is performed on metaphase cells to exclude donor or product with MSC cytogenetic abnormalities.

Analysis is performed by the (Insert name and location of designated cytogenetics testing facility). 

sample

Karyotype is determined for each donor on a representative sample of MSC product. 

RESPONSIBILITIES

· (Insert manufacturer name) staff are responsible for 

· the initial preparation of MSC for cytogenetic testing. 

· liasing with (Insert name of designated cytogenetics testing facility) to arrange for the analysis. 

· Cytogenetics staff are responsible for: 

· completing the cell preparation and performing the analysis 

· reporting results to (Insert manufacturer name).

REAGENTS

· MSC media

· Colcemid (10ug/mL; KaryoMAX Colcemid solution, Gibco) 

EQUIPMENT & MATERIALS

· Centrifuge

· AcT-8 Haematology Analyser 

· 25cm2 flasks

· CO2 incubator

· 15mL Centrifuge tubes 

PROCEDURE

1. Thaw an aliquot of MSC product.

2. Dilute with 10mL MSC media.

3. Pellet cells by centrifugation. 5min at 300g (1200rpm).

4. Resuspend pellet in 2-5mL MSC media.

5. Perform cell count (AcT-8).

6. Seed 25cm2 flask with 2 x 105 in 10mL media.

7. Place in CO2 incubator at 37oC and incubate until cells are 50-60% confluent. 

8. Add 100uL Colcemid solution to flask. 

9. Incubate for 4 hours.

10. Deliver with the test request to the (Insert name and operating hours of designated cytogenetics testing facility).

RECORDS

Test reports are stored in the donor MSC manufacturing record. 

FORMS

(List any applicable forms)
DOCUMENTATION AND REFERENCES

(List any applicable documents and references)
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